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Purpose of Application

The purpose of this application was to register a new end-use product with a new combination of
active ingredients, fluopyram and trifloxystrobin for the control of fungal diseases in leafy green
and petiole vegetables, and brassica leafy vegetables.

Chemistry Assessment

Luna Sensation is formulated as a suspension containing two active ingredients, fluopyram and
trifloxystrobin both at a nominal concentration of 250 g/L. This end-use product has a density of
1.17 g/mL and pH of 6.8. The required chemistry data for Luna Sensation have been provided,
reviewed and found to be acceptable.

Health Assessments

Luna Sensation was of low acute oral, dermal and inhalation toxicity to rats. It was non-irritating
to rabbit skin or eyes. The product was not a skin sensitizer in mice.

The use of Luna Sensation for use on leafy green vegetables and Brassica leafy vegetables is not
expected to result in potential occupational or bystander exposure over the registered use of
fluopyram or trifloxystrobin. No health risks of concern are expected from the new uses,
provided that workers follow the label directions and wear the personal protective equipment
identified on the label.

Residue data for fluopyram from field trials conducted in the United States, including Canadian
representative growing regions, were submitted to support the domestic use of Luna Sensation on
leafy vegetables and Brassica leafy vegetables. Fluopyram was applied to leaf lettuce, head
lettuce, spinach, celery, cabbage, broccoli, cauliflower and mustard greens at label rates, and
harvested according to label directions.

Residue data for trifloxystrobin from field trials conducted in the United States, including
Canadian representative growing regions, were submitted to support the domestic use of Luna
Sensation on leafy vegetables and Brassica leafy vegetables. Trifloxystrobin
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was applied to leaf lettuce, head lettuce, spinach, celery, cabbage, broccoli, cauliflower and
mustard greens at label rates, and harvested according to label directions, or at shorter preharvest
intervals than proposed.

Maximum Residue Limits

The recommendation for maximum residue limits (MRLS) for fluopyram was based upon the
submitted field trial data, and the guidance provided in the OECD MRL Calculator. MRLSs to
cover residues of fluopyram in/on crops and processed commodities are proposed as shown in
Table 1. Residues in processed commodities not listed in Table 1 are covered under the proposed
MRLs for the raw agricultural commodities (RACS).

TABLE 1. Summary of Field Trial and Processing Data Used to Support Maximum Residue
Limits (MRLs) for Fluopyram.
Commodity | Application PHI Fluopyram Experiment | Currently | Recommende
Method/ (days) | Residues al Established | d MRL
Total (ppm) Processing | MRL (ppm)
Application Rate LAFT | HAF | Factor (ppm)
(g ai/ha) T
Head lettuce | Foliar spray/ 494- |0 0.583 |5.286 | Not required | None 40 (CSG 4A:
513 Leafy Greens)
Leaf lettuce | Foliar spray/ 495- |0 1.239 |9.048 | Not required | None
506
Spinach Foliar spray/ 494- |0 8.214 |22.03 | Not required | None
514
Celery Foliar spray/ 492- | 0 0.024 |10.58 | Not required | None 20 (CSG 4B:
515 Leaf Petioles)
Cabbage Foliar spray/ 492- |0 0.059 |1.266 | Notrequired | None 4 (CSG BA:
526 Head and
Broccoli Foliar spray/ 492- |0 1.058 |1.179 | Not required | None Stem
526 Brassica)
Cauliflower | Foliar spray/ 492- |0 0.02 0.835 | Not required | None
526
Mustard Foliar spray/ 490- |0 8.99 25.62 | Not required | None 50 (CSG 5B:
greens 509 Leafy Brassica
Greens)

LAFT = Lowest Average Field Trial; HAFT = Highest Average Field Trial

The recommendation for MRLs for trifloxystrobin was based upon the submitted field trial data,
and the guidance provided in the OECD MRL Calculator. MRLs to cover residues of
trifloxystrobin and metabolite CGA-321113 in/on crops and processed commaodities are proposed
as shown in Table 2. Residues in processed commodities not listed in Table 2 are covered under

the proposed MRLs for the raw agricultural commodities (RACs).
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TABLE 2.  Summary of Field Trial and Processing Data Used to Support Maximum Residue
Limits (MRLs) for Trifloxystrobin.
Commodi | Application PHI Trifloxystrobi | Experiment | Currently | Recommended
ty Method/ (days) | n + CGA- al Established | MRL
Total 321113 Processing | MRL (ppm)
Application Rate Residues Factor (ppm)
(g ai/ha) (Ppm)
LAFT | HAF
T
Head Foliar spray/ 278- | 0 <0.29 |2.50 Not None 30 (CSG 4A:
lettuce 291 required Leafy Greens)
Leaf Foliar spray/ 278- |0 0.66 |4.13 Not None
lettuce 286 required
Spinach Foliar spray/ 279- |0 4.82 10.41 | Not None
289 required
Celery Foliar spray/ 276- |0 <0.02 |5.23 Not 3.5 (CSG 9 (CSG 4B: Leaf
289 required 4B) Petioles)*
Cabbage | Foliar spray/ 280- |0 <0.04 |0.60 Not None 2 (CSG 5A: Head
288 required and Stem
Broccoli | Foliar spray/ 276- | 0 0.46 |0.70 | Not None Brassica)
290 required
Cauliflow | Foliar spray/ 281- |0 <0.02 |0.36 Not None
er 291 required
Mustard Foliar spray/ 277- | 0 5.36 9.66 Not None 30 (CSG 5B:
greens 288 required Leafy Brassica
Greens)

LAFT = Lowest Average Field Trial; HAFT = Highest Average Field Trial
! The proposed MRL will replace the current MRL of 3.5 ppm in/on commodities of Crop
Subgroup 4B.

Following the review of all available data, MRLs as proposed in Table 1 are recommended to
cover residues of fluopyram, and MRLs as proposed in Table 2 are recommended to cover
residues of trifloxystrobin and metabolite CGA-321113. Residues in these crop commodities at
the proposed MRLs will not pose an unacceptable risk to any segment of the population,

including infants, children, adults and seniors.

Environmental Assessment

Luna Sensation contains the preservative 1,2-benzisothiazoline-3-one which contains low levels
of dioxins and furans. These are being managed as outlined in the PMRA Regulatory Directive
DIR99-03 for the implementation of TSMP. With the mitigation measures such as buffer zones
and label statements, the use of Luna Sensation for the control of fungal diseases in leafy
vegetables is not expected to pose environmental concerns.

Value Assessment




A total of ten trials were submitted in support of the claims and to demonstrate the absence of
phytotoxicity from the product. Of these, seven provided supportive efficacy data for the
proposed Luna Sensation claims of efficacy. The other three trials did not show any disease
pressure but were useful in demonstrating crop tolerance in representatives of the Brassica leafy
vegetable group. All of the trials were conducted outside of Canada (USA, Spain, Philippines,
and France). However, environmental data was provided to demonstrate the applicability of the
results to Canadian conditions. Other active ingredients from the same and other mode of action
groups are currently registered for these new fluopyram and trifloxystrobin uses. However,
registration of Luna Sensation and its labeled claims will provide an additional product option
with a convenient pre-mixed formulation of two effective fungicides to manage important
diseases in the subject crop groups. The value of all claims was deemed to have been supported.

Conclusion

The Pest Management Regulatory Agency has completed an assessment of the information
provided and is able to support the registration of the new end-use product, Luna Sensation.
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